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yTr,AyfAR-K:R/ARGUMENTS: 

Claims 1-30 axe pending. Claima 3. 9. 20. and 21 are amended. Support for 
the amendment can be found, e.g.. at page 6. linea 3-19 of the Bpedfication. New 
claims 27-30 are added to separate two species from a genus. No new matter is 
introduced. Claims 14-26 and 29-30 are withdrawn from consideration. 

aTftiip Election 

The Examiner required a restriction to one of the following ten groups of the 
claimed invention: 

I Claims 1 2, and 4-13, drawn to a method of detecting metastatic 
^' meZoma Sus in a patient comprising ampliftring nucleic acui targets, 
classified in class 435, subclass 6. 

(The Examiner further required that, upon election rf^ Group I 
AppUcants must select a single marker gene from ^^l^^ ^ (ei^er 
MAGE-A3. MART-I, MITF. TRP-2, or Tyrosmaae). afl each marker 
represents a separate invention and not a speoes.) 

Claims 1 and 3 (in part), as specifically drawn !». ^ «^«^^*?^.f^t'nuS 
metastatic melanoma ceUs in a Patient "MM^PJxsmg am^^^ 
add targets from a panel comprising MAGB-AS. GalNAct, MART-l. 
and PAX3, classified in class 435, subclass 6. 

Ill Claims 1 and 3 (in part), as spedficaUy drawn te a "^^^^^^ 

meStatic meliioma cells in a patient compnsnig ^^fl^^S ^^^^ 
Tcdd Wts from a panel comprising MART-1. GalNAct. MITF. and 
PAX3, dassified in class 435, subclass 6. 

IV. Claims 1 and 3 (in part), as specifically drawn to ^J^^^^^^^^^^^? 
metastatic melanoma cells in a P^tient^c^P^ngamphfym^ 
acid targets from a panel comprising MAET-1. TRP-2. GaliNAci, ana 
PAX8. classified in class 435, subclass 6. 

V Claims 1 and 3 (in part), as specifically drawn to a "^^^^°f ^^^^/^^^^^ 
metastatic melanoma cells in a P^^^l^^^^^^^^^^ 
acid targets from a panel comprising T^snjosmase, MART-1. QalNAci. 
and PAX3, dasaified in class 435, subclass 6. 
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VI Claims 14. 16 (in part), and 16.22, drawn to a me^d of detect^ 
metastatic breast, gastric, pancreas, or colon cancer ^lls ^ a patient 
comprising preparing paraffin-embedded samples from tissues or 
3 ^des of the%atient wherein ^ panel .jmpnses C-Met. 
MAGE-A3. GalNAcT. and CK20. classified in class 435, subclass 6. 

vn. Claims 14, 15 (in part), and 16-22. drawn to a method of detectmg 
^' metastatic'break gastric, pancreas or colon cancer ^^^^ /^^-^ 
comprising preparing paraffin-embedded samples from tissues or 
Uph nodes of the patient wherein the panel comprises Opresumably 
mXioglobulin,) C-Met. GalNAcT. and B-HCG. classified in class 435. 
subclass 6. 

VIII Claims 14, 15 (in part), and 16-22, drawn to a method of detecting 
metastatic breast, gastric, pancreas or colon cancer -Us in ^ pa^^^^ 
comprising preparing paraffin-embedded samples from tissues or 
^rn'desVthe pltient wherein the panel comprises .(presumably 
iTmmoglobulin,) B-HCG. HSP27, and C-Met, classified m class 435. 
subclass 6. 

IX Claims 14. 16 (in part), and 16-22. drawn to a method of detect^g 
metastatic breast, gastric, pancreas, or colon cancer <^s a patent 
comprising preparing paraffin-embedded ^amples from ^^^^^ 
lymph nodes of the patient wherein the panel compriaea ipP27, CKZO. 
Srdocaldn-l. and MAGE-A3. classified in class 435. subclass 6. 

X Claims 23-26, drawn to a kit for use in detecting melanoma ceUs in a 
biological sample, classified in dass 435, subclass 810. 

(The Examiner further required that, upon ^^^^^°^°l,^J^(I' 
Applicants must select one marker gene from claims 24 either MAGE- 
AsfMABT.?! MITP. TRP.2. or Tyrosinase), as each marker represents 
a separate invention and not a species.) 

This restriction requirement is respectfully traversed- 
A Restriction within Groups I and X 

Group I includes claims 1 and 2. Claim 1 is directed a method of detecting 
metastatic melanoma ceUa in a patient comprising: 

(a) isolating nucleic acid from a biological sample obtained from the patient; 

(b) ampli^ying nucleic acid targets, if present, from a panel of marker genes, 
wherein the panel comprises GalNAcT. PAX3. or both; and 
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(c) detecting the preaence or absence of the nucleic acid targets. 
Claim 2 depeuds from claim 1. wherein the panel further compri.es marker genes 
selected from a group consisting of MAGE-AS. MART-l. MITF. TRP-2, and 
Tyrosinase. 

The Examiner required that, upon election of Group I. AppHcants must select 
a single marker gene from claim 2. either MAGE-A3. MART-I. MITF, TRP-2. or 
Tyrosinase. Applicants respectfuUy traverse. 

Claim 2 is drawn to a metihod where one or more of MAGE-A3. MART-l, 
MITF TRP-2. and Tyrosinase genes can be included in a marker panel. Limitmg 
the daim to a single gene (NIAGE-A3. MAKT-l. MITF. TRP-2, or Tyrosinase) would 
destroy a major part of the invention, because combinations of these genes would be 
excluded In this connection, Applicants point out that inclusion of additional genes 
in a marker panel usually increases the specificity, sensitivity, and accuracy of the 
diagjiostic method. 

Furthermore. aU of these genes (MAGE-A3. MART-l. MITF. TRP-2. and 
Tyrosinase) are closely related. They are all melanoma-assodated gen^s. As such, 
the status in the art and the field of search for each of the genes largely overlap. 
There would be no serious burden on the Examiner if no restriction is requoxed 
among these genes. 

Therefbre. Applicants respectfully request that the restriction witbm Group I 
be withdrawn. The restriction within Group X should also be withdrawn for snnUar 
reasons. 

B Restriction of Groups I-V and VI-IX 

AS mentioned above. Group I includes claims 1 and 2, Claim 3. as amended, 
depends fi«m claim 2. wherein the panel may comprise one of four specific 
combinations of the marker genes recited in claims 1 and 2: MAGE-AS. GalN^. 
MART-l. and PAX3; MART^l. GalNAcT. MITF. and PAX3j MART-l. TRP-2. 
GalNA(jT. and PAX3; and Tyrosinase. MART-l. GalNAcT. and PAX3. 
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The Examiner required restriction of Group I (excluding daim 3) and further 
restriction of Groups II-V (each of which includes claim 1 and a part of daim 3 
where one of the four specific combinations of the marker genee is selected). 
Applicants respectfully traverse. 

First of all. Groups I-V are in the same class and even the same suhdass. 
Secondly, all of the marker genes redted in daim 3 (GalNAcT. PAX3, MAGE-A3. 
MAB.T-1 MITF, TBP-2. and Tyrosinase) ate encompassed in claims 1 and 2. Smce 
daim 3 only redtes spedfic embodiments of daim 2. it places no additional burden 
on the Examiner if chiim 3 ie not exduded from Group I. 

Furthermore, all of the marker genes redted in daim 3 (OalNAcT. PAX3. 
MAGE-A3 MART-l. MITF, TEP.2. and Tyrosinase) are dosely related. They are 
all melanoma-assodated genes. As such, the status in the art and the field of 
search for each of the genes largely overlap. There would be no serious burden on 
the Examiner if no restriction is required among the four combinations of these 
genes. 

Therefore. AppUcants respectfully request that Groups I-V be combmed. 
Applicants also request that Groups VI-IX be combined for simUar reasons. 

Rp«.r>jif.a Election 

The Examiner required eledion of a species from disease recurrence, 
patient's prognosis, and patienfs survival redted in original daims 9 and 20. 

Applicants respectfully traverse. 

Patieuf s prognoris is a generic term, encompasstag both disease re««e»ce 
and patient's euivivaL Claim 9, as amended, is dkected to a method compnsms a 
atep of predicting at least patient's prognosis, determined based on the presence or 
absence of nudeio acid targets in a sample. New daime 27 and 28 are added, 
wherein the patienfe progm-eie U disease recurrence and patfentfe survival, 
respectively. Claim 20 is amended and new claims 29 and 30 are added likewise. 
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The aM»nto.nts to ctaimB 9 M.d 20 render »<»t the K^aitaWs r«iwemei.t 
^ ^edes etaction beoan^ p.tienf s pro^noei, U generic. Dise«e re^urence «d 
paWe survival are closely related subeetB of patienf a Predicfou <rf 

disea^ recurrence and patient', survive! involve simaax steps. For e«n.ple. both 
^ ^nire determination of the presence or absence of nucleic acd tar^t, m 
a ^ple and corrdation of the presence or absence of th« nudeic acid targets to the 
outcome of disease r«»rrence or patients survivaL Th.re*.re. the status in the art 
andthefieldofsearchtbreachofthemethodalargelyoverlap. There wou^d be no 
.erious burden on the Exammer if no restriction is required between these two 
methods. Therefore, ApplicanU respectfully re<p»s. that the reomremen. for 
species electioiibe withdrawn. 

in view of the fbregoing. the is respectitaU, requested to withdraw 

the restriction requirement within Groups I and X. to combine Groups I-V and VL- 
K and to withdraw the requirement fbr spedes election within claims 9 and 20. 
■ Kfl«re are any ii^ea duo in connection with the filinB of this reeponse. please 

charge the fises to our Deposit Account No. SO-1814. 

Respectfully submitted, 
Ian & HARTSON 1..L.P. 



Date; January 20, 2006 By:__a_^_— j 

Registratiou No. 45,228 




500 South Grand Avenue, Suite 1900 
Los Angeles. California 90071 
Phone: 213-337-6700 
Fax: 213-3S7-6701 



Attorney for Applicants 
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